RECEIVED AT DRUG SAFETY SURVEILLANCE
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age _
A. Patie Q atio
1. Patient iientifier | 2. Age st time 3 Sex 4. Weight
of event;
D or 23 Oliomse | UNK s
Lodld Date Z] maie -— _kgs
In confidence of birth: -
B. Adve B eve Or prod proble
& Adverse event  andior [ ] Product prob feg., tons)

2.0utcome sttributed to adverse event
{check all that appty)

death 4/24‘/95
life-threatening oy

D disability

L__] congenital anomaty
required intervention to prevent
permanant mpanment/damage

dividual Safety
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*3057284

C. Suspect medication(s)
1. Name (give labeled strength & mirabeter, if known)

#1 THERAFLU-UNKNOWN-NvCH

#2TYLENOL III-ACETAMINOPHEN/CODEINE- -MCNEIL PH.

2. Dose, frequency & route used
#1 Unknown/Unk /PO

3 Thcmpy dates

3 (Or dest ssumate)

# 4/15/95 - 4/16/95

#«2Unknown/Unk /PO

#24/1/95 - 4/10/95

(if urknown, give duration)

4. Diagnosis for use (inaication)
*cold/flu symptoms

5. Event abated after use
stopped or dose reduced

s2right hand injury

#1 Dyes Dno Edmn?

6. Lot # (if known)

7. Exp. date (if krown)

5. Describe event or problem
THERAFLU - Unknown Formula: 7/22/97 - Report

from attorney indicates a 23 year old male
was prescribed acetaminophen and ccdeine
about 3/13/95 for an injured right hand and
ingested the prescribed 20 tabs over one
weeks time. Consumer experienced cold/flu and
ingested Extra-Strength Tylenol
4/14/95-4/16/95 and Theraflu 4/15/395-4/16/95.
4 0n 4/16/35 consumer complained of fever, back
{ and neck pain, right upper quadrant
tenderness, facial rash, voiding tea colored
urine, and light colored stool, and was
admitted to QNN Hospital.
Consumer was diagnosed with potential
infectiocus or chemical acute hepatitis.
Tissues, blood, fluids, stomach, liver and
other bodily organs contained levels of
acetaminophen suggesting toxicity. On 4/16/95 °
while hospitalized, consumer was given
Tylenol 975mg. On 4/18/95 consumer was
transferred to
Hospital for his worsening condition a+-~
possible liver transplant. On 4/19/95

) CONTINUED

6. Relevant tests/laboratory data, including dates
4/16/95 - tissues, blood, fluids, stomach,

liver and other bodily organs contain levels
of acetaminophen suggesting toxicity.
Calculated acetaminophen ingestion 7.5-10g

(K] nospitatization-initiai or prolonged other- # Unknown ! Unknown 2 [Oyes (o Ko
»2Unknown »2Unknown oply
3. Date of 4. Deate of 9. NDC # — for product only (if known) 8. Evernt reappeared after
Svemt  4/16/95 thisrepot  03/02/98 N/A reintroduction

M Oyes Tno '.’3;,,‘“‘

#2 [:yes Dno L')gdoesn!

G. All manufacturers

560 Morris Ave.
Summit, NJ 07901-1312

10. Concomitant medical products and thera
Extra-Strength Tylenol

1. Contact office — name/address (4 miring site for devices)
Novartis Consumer Heaith, inc.

py dates (exclude treatment of event)

2. Phone number
908-598-7730

3. Report source
(check all that apply)

(15-20 500mg tabs), acetaminophen level 27.
Autopsy Report notes a history of alcohol

7. Other retevant history, inciuding preexisting medica! condit
face, precnancy. smokiwg and aicohol use. nepatic/renal dysiuncton. esc

3/¢% - physical injury to right hand treated
with acetaminophen and codeine;

feg . averg

E. Initial reporter
1. Name, address & phone #

D foraign
study
fiterature
D consumer
heaith
D protessional
4. Date received by manufacturer | 5. D user facility
(Podawyr) comp.
: 02/19/98 (A} NDA # IFL L repre::nylative
gi}'ll\ND' protocol # IND ¥
PLA & C distributor
7T f rt :
Troe o meort petsss T yes | & omecrpa 4
g?dud &l yes | attorney
(O sy K 159
. 8. Adverse event termys)
Ui oty T perotic HEPATITIS
O iitar &T rosowap s 1
9. Mfr. report number
0149331A

4/14/95-4/16/95 - cold/flu treated with Mr. Esqg.
Extra-Strength Tylenol. Building (U
Street
2. Heaith professional? | 3. Occupation 4. Initial reporter also
rD ‘! Submission of a report does not consitute an yes no sent report to FDA
r ;?:;l;ﬁ::; that mea‘cnl'feo?onnzc user '-cugr attorney D yes [ no B unk
Cammrmde o EMA Cmen 22nna COMribUted (O the event.
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Novartis Consumer Health, Inc.

MFR Report # 0149331A
“ patient Initials:

CONTINUATION OF BS:

Individual Safety R port

LT

284~

consumer lapsed into coma and on 4/24/95 died from liver

failure. Additional information requested.

3/2/98 - Follow-up from lawyer _ Esq.) indicates patient injured his
wrist 3/95 and was prescribed Tylenol III (acetaminophen with codeine} by his
doctor, which was taken 4/1/95 to 4/10/95. Patient's ER records from )
Hospital record the patient's acetaminophen ingestion at 7.5-10g (15-20 500mg
tablets), and an acetaminophen level of 27 (no units given). According to the
lawyer, the Autopsy Report notes a history of alcohol abuse and a positive

barbiturate screen.
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T MO,

“.%)  Novartis Consumer Health;, Inc.

7 MFR Report # 0149332A ” Wwwm Repo
Patient Initials: ' *3057284 WMMWMWM 0
C. Suspect medication(s) WW
1. Name igive labeied strength & mfrflabeler. if known)

#3 EXTRA-STRENGTH TYLENOL-MCNEIL CONSUMER PROD. CO.

#4

2. Dosa. frequency & route used
#3 ynknown/Unk/PO

44

tromAo (OF Dest estimate)

3
4

3. Therapy dates (if unknown, give duration)

4/14/95 - 4/16/95

4. Diagnosis for use {indicalion)

3 cold/flu symptoms

[ 2

5. Event abated after use
stopped or dose reduced

#3 “Sess Lo k—-ldoosnl

6. Lot # (il known)

3 Unknown . ;
L]

7. Exp. date (if known)

3 Unknown
v

w4 Dyes Dno Q:::f,m

9. NDC # — lor product anly (if known}

N/A

8 Event resppeared after
reintroduction

an Dno doesn(

v Opes O (1250

1. Name (g've labetec stzength & m'rflabeler. if known)
L]

"0

2. Oose. frequency & route used
5

6

1rOmAS (0 best estimaie}

#5
#6

3. Therspy dates (if unknown, give durahon)

4. Dlagnosis for use (indicaton)
s

#6

5. Event nbated after use
stopped or dose reduced

5 Dyu Dno Dmm

6. Lot # (if known)
L4

L1}

7. Exp. date {it known}
I ’

6

#GDYQS Dno applv

9. NOC # — tor proauct oniy (it known)

8. Event reappesred after
reintroduction

”s Dyes Dno mm

erDyos Dno dossn‘l

1. Name (qive labeled strength & mirtabeler. it known)
a7

#8

2. Cose, frequency & route used
"7

tromAo (0f Dest ssumate)

7

#8

3 Therapy dates (if unknown, give duration)

4 Diagnosis for use (indication)
124

L)

5. Evcnt ab-tod nftor use

d

v C e O dossn:

6. Lot # (i known)
7

#8

7. Exp. dste (il known)
"7

4]

doesn't
8 [: yes D no apply

9 NDC # — lor product only (it known)

8. Event reappeared after
reintroduction

doesn’:
7 Dyes 0w aooirn

#8 Dyes (RS Dmsm




